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Protest under 37 CFR 1.29(a) ■ OCT 0 6 2003 

To: Assistant Commissioner for Patents 
Washington, D.C. 20231 

Name of Applicant: Harlan Waksal: represented by Debra A. Sommerville 

Richard De Lucia, Esq and Kenyon&Kenyon,Jay 
Alexander Lawrence at Morrison and Foerster 



Application Number: 200301 57104 Al 

Filing date of Application: November 30, 2001 

Publication date of Application: August 3 1, 2003 

Title of Invention: Treatment of refractory human tumors with 

epidermal growth factor receptor antagonists 
Group Unit: Not Known 

Name of Examiner: Jasmine Chambers, Director 

Current Status and Location of Application: Not Known 

ATTENTION Office of Technology Center 1600, inventions related to biotechnology 

and biochemistry 

The patent application by Harlan Waksal contains specifications and a claim to an 
invention that I conceived. Therefore, this application is in violation of 35 USC 102(g). 
This invention which I conceived and related in confidence to Harlan Waksal, his brother 
Sam Waksal, presently incarcerated, their counsel Tom Gallagher and their patent 
counsel Debra Somerville of Kenyon &Kenyon is the making and use of small peptide 
equivalents of the monoclonal described in this application. I conceived of what is now 
claimed as claim 4. Claim 4 is dependent claim which claims a method wherein the 
antagonist is a small molecule that binds specifically with EGFR/HER1. See below: 

1 . A method of inhibiting the growth of refractory tumors that are stimulated by a ligand 
of epidermal growth factor receptor (EGFR) in human patients, comprising treating the 
human patients with an effective amount of an EGFR/HER1 antagonist. 
4. A method according to claim 1 wherein the antagonist is a small molecule that binds 
specifically with EGFR/HER1 . 

The methods to identify and isolate such a small molecule are now published in my 
recently issued patent that has been in the patent office for 18 years. My application was 
known to all in the biotech office during this extended period. See US patent 6, 605, 448 

Therefore, since inventorship in the US is to the person who conceived of the invention, 
either this application corrects the inventorship under various aspects of 1 .47 to include 
me or the application and its parent should be denied. 

Find attached a Confidentiality Agreement signed between myself and Imclone where the 
invention I conceived and is now claim 4 of Harlan Waksal 's application was described. 

I, hereby affirm that the above statements are true and that Kenyon & Kenyon ie 
Imclone's lawyers and Harlan Waksals lawyer J.Alexander Lawrence at Morrison & 
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Foerster have been served with copies of the above by e mail, fax and first class mail this 
Oct. 4, 2003. 

I request that you consider this protest. 
Sincerely yours, 

RECEIVED 
CENTRAL FAX CENTER 

OCT 0 C! 2003 

Appendix 1 Confidentiality Agreement 




Prof. George Pieczenik 
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IN WITNESS WHEREOF, the Partes hereto have caused this instrument to be 
executed by their duly authorized officers. 



1MCLONE B YST£MS4r)l CQRPQRATE D 

Print: Jqhn/B- Lartdes 
Title: Senfor Vice President 
Genera)' Counsel 



Date: 



GEORGE P iECZENIK 




Title; 
Date: 



7"— 



LagaifAgreefCDA/pciientckxlcs; 
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